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DETAILED ACTION 

This is a final Office action. Any new grounds of rejection were necessitated by 
the applicants' amendments to the claims. 

Election/Restrictions 

Applicant's election without traverse of Group II, Species A1 , B1 , and C1 in the 
reply filed on 2/2/08 is acknowledged. Claims 43 and 45 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, 
there being no allowable generic or linking claim. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 38-42,44,46-48, 50-72, 75-81, and 83-86 rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claim 38 recites, "one or more characteristics" on line 3 of the claim, "a first 
respiration characteristic" on lines 11-12 of the claim, and "a second respiration 
characteristic" on line 1 2 of the claim. It is unclear whether the first and second 
respiration characteristics recited on lines 11-12 of the claim are the same as or 
different from the one or more characteristics recited on line 3 of the claim. Applicants 
should clarify. 
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Claim 81 recites, "one or more characteristics" on line 3 of the claim, "a first 
respiration characteristic" on line 8 of the claim, and "a second respiration characteristic" 
on line 9 of the claim. It is unclear whether the first and second respiration 
characteristics recited on lines 8 and 9, respectively, are the same as or different fro the 
one or more characteristics recited on line 3 of the claim. Applicants should clarify. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 38-40, 46, 47, 50-53, 64, 71 , 72, 75-77, 79, 81 , 82, and 85 are rejected 
under 35 U.S.C. 102(b) as being anticipated by US Patent No. 5860918 to Schradi et al. 
Regarding claims 38 and 81 , Schradi teaches a system for characterizing respiration of 
a patient comprising a respiration waveform sensor 102, 106 configured to acquire a 
respiration waveform (see entire document, especially col. 5, lines 26-32 of Schradi), 
wherein apnea and desaturation waveforms are respiration waveforms. A respiration 
processor is configured to determine at least one characteristic associated with the 
respiration and comprising a trigger circuit configured to detect a triggering event (see 
entire document, especially col. 5, lines 39-49; col. 6, lines 7-35 of Schradi). A 
waveform generator is coupled to the respiration waveform sensor and processor and is 
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configured to generate a marked respiration waveform comprising the respiration 
waveform 214, 216 and symbols indicating at least one characteristic associated with 
the respiration, the generation of the marked respiration waveform being activated in 
response to the detection of the triggering event, wherein the marked waveform cannot 
be generated until an event occurs, since the marked waveform includes symbols 
indicating events (see entire document, especially fig. 2; col. 5, lines 39-49 of Schradi) . 
The symbols 210 include a first symbol indicating a first respiration characteristic and a 
second symbol indicating a second respiration characteristic different from the first, 
wherein the first and second symbols are aligned relative to the respiration waveform to 
indicate times of occurrence of the first and second respiration characteristics 
respectively (see entire document, especially col. 7, lines 4-34 of Schradi). 

As to claims 38, 39, and 40, the applicants should note that the language 
"implantable" is merely intended use language which cannot be relied upon to define 
over the prior art of record, since Schradi teaches all of the claimed structural 
components and their recited relationships. The sensor, processor, and waveform 
generator of Schradi are each certainly capable of being implanted (i.e. of a shape and 
size allowing implantation) into something, or placed within something, such as the 
ground. Further, a component of any of the sensor, processor, and waveform 
generator is also certainly capable (i.e. of a shape and size allowing) of implantation into 
a body. 
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Regarding claim 46, a sensing system 102, 104, 106 is coupled to the processor 
and configured to sense at least one condition associated with respiration (see entire 
document, especially col. 5, lines 27-43 of Schradi). 

Regarding claim 47, the sensing system comprises a physiological sensor (see 
entire document, especially col. 5, lines 27-32 of Schradi). 

Regarding claim 50, the respiration processor comprises a disordered breathing 
processor configured to detect disordered breathing and the triggering event comprises 
the detection of the disordered breathing (see entire document, especially col. 5, line 
66-col. 6, line 23 of Schradi). 

Regarding claim 51 , the disordered breathing processor is configured to 
determine at least one characteristic associated with the disordered breathing (see 
entire document, especially col. 5, line 66-col. 6, line 23 of Schradi). 

Regarding claim 52, the at least one characteristic associated with the respiration 
comprises oxygen desaturation (see entire document, especially col. 6, lines 19-22 of 
Schradi). 

Regarding claim 53, the at least one characteristic associated with the respiration 
comprises at least one characteristic of a pulmonary disease (see entire document, 
especially col. 6, lines 13-35 of Schradi). 

Regarding claim 64, the at least one characteristic associated with the respiration 
comprises a duration of disordered breathing (see entire document, especially col. 7, 
lines 15-19 of Schradi). 
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Regarding claims 71 and 72, the respiration processor is configured to detect the 
at least one characteristic associated with the respiration based on physiological 
conditions and/or contextual conditions (see entire document, especially col. 6, lines 13- 
22; col. 7, lines 4-19 of Schradi). 

Regarding claims 75-77 and 83, the waveform generator is configured to acquire 
at least one additional physiological waveform (see entire document, especially col. 5, 
lines 26-58 of Schradi), wherein the additional waveform may be a cardiac waveform 
(bradycardia). 

Regarding claims 79 and 85, a display is configured to display the marked 
respiration waveform (see entire document, especially figs. 1 , 2; col. 5, lines 40-43 of 
Schradi). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schradi, 
as applied to claims 38-40, 46, 47, 50-53, 64, 71 , 72, 75-77, 79, and 81 above, and 
further in view of Us Patent No. 6,126,608 to Kemme et al. Schradi teaches the sensor, 



processor, and generator being coupled to an external device 120, but is silent as to the 
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nature of such connection. However, Kemme teaches that a connection to a keyboard 
or other peripheral device may be done wirelessly (see entire document, especially the 
abstract; col. 2, lines 8-1 1 of Kemme). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to use the connection of Kemme to 
connect to the input or external device of Schradi, since Schradi teaches the external 
device being a keyboard, and Kemme teaches a wireless connection as being an 
appropriate connection to a keyboard. 

Claim 42 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schradi, 
as applied to claims 38-40, 46, 47, 50-53, 64, 71 , 72, 75-77, 79, and 81 above, and 
further in view of US Patent Application Publication No. 2004/0210261 to King et al. 
Schradi lacks any component being connected to a cardiac rhythm management 
device. However, King teaches a device wherein apnea and respiration characteristics 
may be monitored, wherein the sensor and processor are mechanically coupled to a 
cardiac rhythm management device (see entire document, especially figs. 1 and 2; 
paragraphs 6, 12, 34 of King). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of invention to combine King with Schradi in order to effectively 
treat the patient's apnea. 

Claims 44 and 65 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schradi, as applied to claims 38-40, 46, 47, 50-53, 64, 71 , 72, 75-77, 79, and 81 
above, and further in view of US Patent Application Publication No. 2004/0210261 to 
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King et al. Schradi lacks details as to the sensors, but states that one may be an apnea 
sensor. King teaches using an impedance sensor to obtain respiration information in 
order to detect apnea (see entire document, especially paragraph 34 of King). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of 
invention to use the sensor of King as that of Schradi, since Schradi teaches using an 
apnea sensor, and King describes an appropriate such apnea sensor. 



Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

While new grounds of rejection have been made, the applicants have provided 
remarks regarding the Schradi reference, wherein the new grounds of rejection still rely 
on Schradi. In particular, the applicants argue that Schradi fails to teach generating a 
marked respiration waveform in which one symbol indicating a respiration characteristic 
is aligned relative to the respiration waveform to indicate a time of occurrence. 
However, Schradi clearly teaches generating a marked waveform as shown in figure 2 
of the reference, wherein, for example, the desaturation % or apnea duration is a 
respiration waveform, and symbols 210 are aligned with the waveform to mark the 
occurrence of different events or respiration characteristics, such a desaturation, 
bradycardia, or an apnea event. 

As to the applicants' arguments regarding Schradi's event trigger, the applicants 
should further note that claim 38 fails to relate the triggering event and generating the 
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marked waveform. Moreover, the occurrence of an event clearly triggers the display of 
a marked waveform in that the event markings are not generated on the display until an 
event occurs and the marked waveform is a waveform having event markings displayed 
therewith. 



Allowable Subject Matter 

In light of the rejection under 35 U.S.C. 112, 2 nd paragraph, no statement of 
allowability is being given at this time, although no prior art rejection has been made to 
claims 54-63, 66-70, 78, 80, and 84. Upon resolution of these issues, the prior art will 
be revisited. 

However, regarding claim 48, the prior art of record fails to teach or fairly suggest 
the sensing system comprising a non-physiological sensor, in combination with all of the 
other limitations of the claims. 

Regarding claims 54-63, the prior art of record fails to teach or fairly suggest the 
respiration processor being further configured to distinguish between different types of 
disordered breathing and the first respiration characteristics comprises a type of 
disordered breathing selected form the different types of disordered breathing, in 
combination with all of the other limitations of the claims. 

Regarding claims 66-69, the prior art of record fails to teach or fairly suggest the 
characteristic associated with respiration comprising a respiration volume, minute 
ventilation, expiration slope, or expiration volume, in combination with all of the other 
limitations of the claims. 
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Regarding claim 70, the prior art of record fails to teach or fairly suggest the 
respiration processor being configured to detect the characteristic(s) associated with 
respiration based on morphological features of the respiratory waveform, in combination 
with all of the other limitations of the claims. 

Regarding claims 78, 80, and 84, the prior art of record fails to teach or fairly 
suggest a communication device configured to transmit information about, a means for 
transmitting information about, or a memory configured to store information about at 
least one of the waveform, the one or more characteristics associated with the 
respiration, and the marked respiration waveform, in combination with all of the other 
limitations of the claims. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PATRICIA C. MALLARI whose telephone number is 
(571)272-4729. The examiner can normally be reached on Monday-Friday 10:00 am- 
6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Patricia C. Mallari/ 

Primary Examiner, Art Unit 3735 
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